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•HMtvaHM riM. 

■«eMeeTMoaHficTQaifpymdft«KTi4ftH^TM,cHM- S 
xeNiie no6MHCM^ n^stcrwn h yBaniMeiiHe 
epQkoe rosftHOftra m noBUurdMnoi CTS- 

QTBCHHwA npenap«r Anfr^a^ecreMi nua co- ^0 

TftOpHTOAb npW i;jiQAywut6M coormxueKMH 

KOMflOKAlfrOV, • M9^;.%: 

pacT&DpHTenw 99,1&-99,9S 
B Kp«ieeT0« ^pMvuet^viHBpicDiv pacTBopw^' . 
"Wirt M09KBT 6hiTb KCnonb3ca«H /i«06oA paqro^ 
ptrreff^, nprneMntMuA Ann npimiguieifiiii 20 
riiasHuscicfineAb. 

B eT/iH*md or npOrOmn^ npt^OxeHVHd - 

rnda B KSMeCYM ABAcTOywmerQ Beiuect«9 00« 

AopxMi ^-^pwyAMKdMMd, pBHee HenpwMe- 
HffeM/K> B MeAHUNHQKoCf. o TOM iii«e;ie b 

HOanmoBoro dt^Hpa n-0yrMAdMimoG«H9OftHOA 
.SCMC/IOTb CnMKaSTHa) M3BeCTHr KdX dHdeb CMHT8- ^0 
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iiore UBcrrv, ; iCTDOpiiMufl Q^MtAe ll cnMPTC, 

npainHvecKM .!«p9CT6opHMvA B 94;iipe. 8 Otv 

AHHMd DT uaBSTHOro ^^pMMnaAHtflrp ANKa^- 
HHA ^ -l^opMa pacTMPMMa B miopo^opMa. 
BoAHMA pacTWP (1%) vtptt^T aH^HCNlso pH a 

npcAe/taji 4^-6.0. Hoaaw cpKcra/iisinecKafl ^ 
M<V>H*HicauM^ AHKBiwa < /9^pmb) xapaicT«' ' 

toM nflasiieHH^ npM 146,6«0,3*'C k 
Cfi4^yioup4KM aHanvHiiwiMM MttNcmiogRgcTHux 
paecTOMHHA d m OTHocnraiibHuxiiHTioiiCHBKO- 
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CKOA MQIAN^IIKaUMM JlUJC&iiHa [fi -^opMMisa-' 
KJimAercn a tom. uto' pacragp 
tApMBXonaAKoro AMRBipffa a bomo tuiHopraMM* 
MecKOM pacraopme/ie kah v mx CMecM cuoiaac- 
jgior xjiQAafem^oM co CKopoctibid mb hmncb 
r'CrMHH AO niuiHoA KpKcraJViMaai^Mkr pserao- 
i -a e nocACiiyiomHM OTAeneHHOM no/iyH«HH%fx 
ir^^.aniroo m kx cyitMcoA. fTpn »T0« a icaiwcrae 
0f>ra«4ieaairo pacTvopnTMiv MosKflT Ourii mc- 
wnwoBBM aTBMO/i, a a KavocrBB ^ajiareHTa 
sKUAKHAaagr. cyunco MOX(ArGuTkbeyti(ecrBiia- 
BaKvyMHpoBaHHaM ApM AasAakHif ho Buwe 

fi«50p KOHU«HTpaUHM ^-^OpMhl AUKfli*- 

Ha oGyctoandH tom, ttro mwko b yKauHMoM 
m-.-a'paa/ie lroH^eHYpa^HA AOOaaajrereA auao- 
Ki A MecTHoaHecrewpyioiJiHA a4»4»ai^, ko co- 
t?fx>B03KAaeMuA nc6oHHUMH AaAoTaHsiMM. - 

HwKeOtUh% NecTHoahdcresiipyicnqMn s^^exr 
iCKapcTiMiHHoro nponapara p^^^o cHKMaer- 
Cii a npH KOHLieHTpauifH buuio0.$% H«6nH>* 

A3K1TC5I O^MBHaKVl ntl604HOro AOACTaMH- 

BOnHHCTocTb M MaroBOOTS naBopxHOCTu rnaa* 
hOro aOAOKd. 

/feicdpqraeHNkrA. nperrapar Mo^aer coAep- 
wan a/iKMAbrHoo npoi«3BOAH06 ueiuiioiiosij 
(Aaatiin. aTMft, nporm/f h t^X nocwwiiiicy ace 
OHM BU3yoanTyBeiiH«ieHMB aasMKnu-ic^nonk, 
vfo enocpOcTeyCT HaMCjo/iee 34i^KTM8HOHy 
KcnoAbaQBAHHio ABAbTayiouioro ae«uocTB«. 

/leKBpeTBOHHUR npenapBT (rnaaHue Kan- 
iih) roTOBBT ent>AynmMM oGpaaoM, 0 omkoct^ 
aarpymaior pace>iifTBHHoa tconmecreo^-^op- 
Mw AMKdMKa. B Apyryio oMieocrb aarpyncaiOT . 
paccwrahHoe KOAymQTjto hatp\^b »»p»yii. 
AoOdfinaioT t/4 oGiieMa boqu oMMUte^ofl u 
/lepOMauiMBam. riDCfla pacrDopoHHM aaiMeoTB 
Bco paoTBQpu OfDiBBidT a qahv omkootii. ao- 

fiaa/iff Ml- apAM OnntttOHHOA AO SdAaHHOro OG^ 

oMa M nopBMeuiifBa«T, 

nonyseHhUa pacToopti pasmiaacoT a cymo 
creDwtiihua ^/lajcoMki, yicynopifaaioT ot^pwib- 
HuMM npoGxaMH h erepwiMayKyr HacwinoHHyM 
BOARHkiM napoM noA A^B/iOMKBM npn l2tf*C a 
T64QHMe 8 MMH. XpAHJit npenapBT npN reMne- 
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ptTyp« Ma ttuBiB 36"C 0 aaiiiMmaHHOM err cm- 

HOCTb ^-(^0MU AMKdMNa<309B0/)fl«TCMMaWTli 
6r0 <coHUBHTpauuio B neicapcrMrmOM nperu- 

p9Tt B CpBBNeMHM C npOTOTMnDM ■ Tpfl M OO/lOB 
paa H. TIKHM O5pa90M. 9NAMHT8#lbH9 YMSHhr 

aiHTk TBKcuNHocrb npena|>«Td. 

/leKapcTMHHMI npanapar 6 MarwiCieA- 

pacenwraHHflMy KQAmecroy MamiiHOfliiKMO- 

.M HOMeUiaiOT » JCOAOAMAbHim K8 1(K12 q A/19 

NaflyxaNMfl h pacTaDpeHwi. noene pae- 



flPCflAPAT /l/TR 



a> o p M y n 

/lEKAPCTBEHHWC^ 
AHeCT£3l1l4 r;iA3 

ileicapcTteHNuA npen^par /urn sHfii^- 

pMfren^, onunNftiOmi'l^tf TOM, •rro. c 
iienvio nofiytii^HiM iiecTHoaRMt^SMpyio- 



10 



15 



niop ^MAbTpyior. B eMKPCTb aarpy^miior sae- 
MfTBHHoa Kom^wciBo p-^UM AHxaHHa. B 
APyw eMKom SftrpyjKaoT paecwnaHNoa vd- 
nmecT^p MarpMi XAOptiAd. AoOaanaiOT 1/4 
ofib^MB BOAU oHimtaHHgfi n napeMeiuifBaiOT* 

CifM8aiOT» aoGawtniOT aoAM cHtiaie^inDA iio aa- 
AaHHQTo ooiiAMa M nepeMoujif aaioT, 

nonykiaMhue oBiamv paaniiBJiioT • eyxue 
CTBpMiikHwa 4iAaK0Mu, yicynopMaaigT crepMnii^ 
MUMH npoOKdMM M crepMAicyyioT HBCUiqair 
HUM aoAHHUM napoM noA AaaAaHiisM npM 
120"C ateMeNMaS MiiH^XpaKstrnpenapar t)pK 
reMfiepaType m auiua 25^c a aau^uueNHOM 
or fia^a Mecra. Qpox roAMOCTM 12 wae. 



uteA aitTMOHocfM, cHvOKamisi no6o4Hcrb 
flaacraHP m yaeflMHeHma cpoicoa rp/jHOCTH 
3a c<«^ no&uuiaHMi: cTa$MiibHOcn<. a k» 
MecToe A^AcTayicmero iatUBcraa om co- 
flcpjicMT ^ -<^apMy AMKaMHa nph cmsAyio* 
.meM coaiHoujamnff ' KOMnoHeHToa, Mac.%s 
^pMa AMKatfMa 0.05 • 05;* pacraopM' 
25 xeaL 99J5 - 99,9$. 
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CodrMffTfl/ib H./leoMMAOa 
ypitpefl M>MoprcHTa/i 
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OEflEPAJlbHAH CJiy>K5A 
no MHTEJUIEKTYAnbHOC) 
COBCTBEHHOCTIi. 
□ATEHTAM M TOBAPHbiM 3HAKAM 
(POCriATEKT) 

(i2)OnMCAHME 
M30EPETEHM;I 

K narreHTy CCCP 

CiaTyc: no AaHHbiM Ha 19.09.2005 - npexpaTMn AeficTBMe, ho Momn 6biTh 

BOCCTaHOBfieH 



(14) flara nySjiMKaMMM: 1996.05.20 (71) Mww aaflBwrarw: BpeMeHHbifl 

(21) PeTMcrpaLiMOHHbiiit HOMep 3a;iBKii: 4827859/14 MejKorpacneBoA HayHHO^xHHHecKMft 

(22) flarg noAanw sa^Bm: 1991 ,04.30 KOWieimiB "BM03<|><t)eicr" 

(46) flara nySjiwKaMMM <t)opMynw ii3o6peTOHM«: <^2) Mmh M3o6peTarejiH: JIoohnaob H.B. 

1998.05^ (73) MMq naTeKToo6naAaTenn: JIoohmaob 

(56) AHanorn w3o6paTeHMfl; MauKOBOKHM fAA 
/1eKapcTB6HHbie cpoACTH^, T,1, c.332-333. 

(54) JlEKAPCTBEHHblfi nPERAPAT AHfl AHECTE3MM TJIAS 

M3o6peTeHMe otmocmtca k ^apuauMn n M0>KeT6bm> McnonwoaaHO b MeAHMiiHd flnn aHecresMM rnas. 
Ueiibio MaoepexeHMfl ^an^ieTCfl noBwrneHwe MecTHoaHacreaMpyioineft aKTMBHccmi. cHH)KeHiie noSoMHoro 
AeRcTBJiH, yBenMMeHwe cpoKoa roAHOCtw 3a cmot nofibiiueHMfl cTa6MjibH0CTM JieKapcTBeHHoro npenapara. 
Menb flocriiraerrcfl 3a CH&T Toro, mo neKapcraeHHhiti npenapar An5f aHecreauM ma3 coflepjKwx a KaMeciBe 

AeHcrayioiqero BGUiecraa p- ctx>pMy A^KaHHa w pacTBopMienb npw cneAyioineM cooTHOUieHiiii KownoHeHTOB, 

Mao. %: b- 4)opMa AHKama 0.05 - 0.5; pacTBOpMrairb 99,3 - 99,95. 0^ 

OnMCAHME (130BPETEHM51 ^ 

MsoepereHne OTHOcim»i k ({TapMauMM m mo)kct 6brrb iicnojib30BaHO a MBAMUMHe Anfl aHecresMw maa. ^ 



MenbK) MsoepereHMfl HBnqercH noBbiu^Hue MecTHoaHecresnpyuieW aimfSHocw, CHM)KeHbie noSoMHoro 
AeACTBH^ M yaenmeHMe cpoKOs roAHOCivt aa Mer noBbiLueHMS) cTa6iijibH0cn« ireicapcTBeHHoro npenapara. 



CD 



Menb AOGTMraarcR 3a chot toto, hto TOKapcraeHHhift npenapar Ann aHecresHM mas ooaepymr a icaMecrae 
AeftcTsyiomero aeiuecrea tl-<t)opMy mmma h (tiapMaueBrrwHecKMH pacTBopifranb npw cneAyiouteM ^ 
coaTHOUiBHHM KOMnoHeKTOB. B Mac. P-Oopua ANKaMHa 0,05-0.5 ^ 

OapMaueBiwecKMA pacraopHTanb 99,15-89.95 

B KasecTBe ^pMaMesrwHecKoro paCTBopmara MO)KeT Cbrrb ncnojibSOBaH ;iio6oH pacTBopwreiTb 
npMMeHiieMbiti Ann npiiroroB/ieHm rxiasHbix Ranenb. 

B oTHMMwe or npoTomna npeAnoxceHHNa ;i€icapCTBeHHbiJi npenapar Ann aHecresMw mas a KanecTBe 
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fleRcreyiomero seu^ecTBa ooflepoKWr ^ -(tiopMy AMKanHa. pawee He npMueHfieMyio b MeAMUHHcKofi, e tom 
MMcne B masHoR npaicmxe. 

P -<t>opMa nvipoxnopHaa Z-AMMenuiaMMHosnuioBoro actwpa n-G/mnaMMHoeeHsottHon KMcnorbi (flvauBvwa) 
ttsaecma ksk SHOBb cMHreaipoBaHHoe duonomwecxM aimiBHoe BeutecTBo. 

P -Oopua AMKBMHa npeACTaaruieT coGoft MenbMadiUMtt KpHcramumdcKHA nopoujoK 6enoro upera, 
pacTBoptiMbifi B BOflB M cnMprFB. npaKTUMBCKu HepacTBopMiMbiA B a^Mtpe. B OTiiMMMe OT MaaecTHoro 
(t>apMaKoneiiHoro AMieaMHap -<t)opMa pacTBopiiMa b xnopotjjopwe. Bo/vwPt pacraop (1%) MMeer aHaMemie 
pH B np^eiiax 4,5-6,0. HoBan iqpviciHJviMMecKafl MO{AM(t>MieaL|im AMicaMHa ( p -tpcspwa) xapatrrepMsyercH 
QAHHM dHAOT^pMmacKMM B^^KTOM maMeHm npH 148,6^0.8*0 m cneAyioutMMif sHaMeHMAMM 
M«WtflOCKOCmblX pacCTQANMit d M OTHOCMTenbHbDC MHTBHQMBHOCTeil pectui«KCoB: d,» d, • 3 26,140 1 

f J.TJ°^ ''^'^^ ^ ^'^ ^'^^ 3 3'^^ ® ^'380 5 3.828 2 6,1 17 3 3.585 6 5,644 7 3.615 12 5 491 3 3,427 
56 5.096 3 3,342 17 4.874 3 3.310 10 4,486 3 3.170 1 5 4,244 4 3.156 7 4.418 4 3.149 1 3.064 1 2.514 2 
1 ] l'^ ^ '^'^^ ^ ^ 2.903 1 2,346 4 2,824 1 2.308 2 2.798 1 2,256 1 2.762 1 2.232 2 2,744 1 
2,166 2 2,678 1 2.008 1 2,631 21,953 1 2.5701 1.691 12.5341 1.584 ^^.ft-n 

CnocoS noJiyMeHiM hoboR KpMciannMMecKoA MOAMCpMicauMH A^KaMHa ( p -(tJopiuibi) 3aKnioMaeT<» a tom, wj 
pacTBOp <})apMaKotie»Horo AMicama b boas iwtm opraHHwecKOM pacrBopmene a MX cwecM oxnaiiviaiOT 
xnaqareHTOM co cKopocrbio He hiokb S^C/mmh ao nonHoR Kpucra/WMsaMHii pacmopa c nocneflvwinHM 
oTAeneHMeM nonyMeHHbix iqjMcranTOB m mx cyiuKoft. npvj stom b KaMecrae opraHHMBCKoro paciBopirrenfl 
MCDKer DbTTb McnonbaoBaH sraHon. a b KaHecrae xnaAareKra jkmakmR aaor. cyuiica mowbt 6wTb 
ocymecTBneHa BaKyyMMpoBaHMeM npw AaaneHMM He Bbiuie 10"^ mm pT.cr. 

Bbi6op KOHMeHTpamm p -tfxjpMbi AMxaMHa oOycnQBneH tbm, mto ixuibKO a yKSsaHHOM MHi^pBane 
KDHLjeHTpauMA npcMBrmen^i aucoKMil MecraoaHecresHpyioiKiiR acjictieKr. He conpoBO)Kaaeubifl no^HMMM 

AeftCTBMflMM. 

npM KOHUeHTpaMMM p -4>opMU AHioMHa HMXce 0.06% MecTHOaHecresKpyioimiil acMjew neicapcTBeHHoro 

npeiiapara pesKO CHH^aeroi, a npii KOHneHxpauiiM Bbtuie 0.5% HaSjiKwaioTcn npH3HaicH noOoHHoro 
AeRCTBM^ BonHMCTOCTb M MaTOSocTb noBepxH^CTM masHoro flCnoKa. 

JleiapcrBeHHbiR npanapar MOsKercQAepjicatb ajirambHoe npoMsaoAHoe Heroimnosfai (weron, arun, npotriMi h 
T^^, nocKonbR/ BOB OHM BhowBaioT yaejiM^He b«8koctm Kanenb. hto cnoco6cTBy«r Ha»i6onee 
BcptpeKTMBHOMy Mcnonb30BaHM» A9(lCTByiou(aro BeuiecTBa. 

XleifapcTBeHHbtft npenapar (mambie KannM) rorown-cjieflyiomMM oQpasoM. B eMKocrb aarpyxcawr 
paooHMTaHHoe KonHMecrao p cijopMbi AHioHHa. B Apyrym eMKOcrb sarpyjKaiar paccvMTaHHOe KonMMecrao («, 
HaTpvN xnopHAa, Ao6aBJi»ioT 1/4 o6T>eMa BOAbi WMiueMHofl H nepeMeuiMBaHjT. riocne pacTaopeHiw m 
BemecTB ace pacTBOpw cnnaawT a oAHy eMKocTb. AoeaajwiOT bqau OMnineHHO« ao aaAaHHOfo o6i»eMa m 
.nepeMeuuMBaioT. ^ 

nonyMOHHbie pacTBopbi paanMBaior b cyxwe crepwnbHbie (tjnaKOHw, yKynopnBaiOT crepMnbHbiMM npoeraMU u ^ 

crepiiJiMsyiOT HacbiuieHHUM boarhum napOM noA AaaneHiieM npvi 120«C a lONeHMa 8 mmh. XpaH^r '> 

npenaparr npw Teuneparype He Buiue 25<'C a samMuieHiioM or CBeia Mecre. CpoK reAHOcrw 12 Mec (opok P" 
HaonwABHifH}. 

BhicoKafl MecTHoaHecreanpyKJinaji aKTMBHocrb p -4)opMbi AMKatiHa nosBonneT CHHSHTb ero KOHueHrpatviio b m 

!SlSES™!I.IISS!2E?]?nf J?.*^^"'' nponoTMnoM B TpM H 6onee pas w. raxMM o6pa30M, waHmenbHO O 
yMeHbujMTb TORCMMHOCTb fipBiiapaTa. Q 

JleKapcTBeHHbifi npenapar c MeTWinexuuonosofl rtmoaiviM ch^iouimm oSpasoM. K paocmn^HHOMv ^ 
KOHMMecTBy uenumennionosbi AoGaanfiiOT 1/2 oSbeua boau OHMuieHHoR m noMemafar b xanoAiwbHMK na 
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10*12 M fljw Ha6yxaHM« m pacTBOpeHwji, nocne Mero pacTBop ct)MnbTpyioT. B GMKOOb sarpyMoiOT 
paccMMTdHHoe KonwHecTBO p -(t)opMbi AMKdMHa. B flpyryw eiuiKocTb aarpjpKaroT paocmiraHHoe KonwHecTBO 
Harpiflfl xnopMfla, AoGasnsiiaT 1/4 o6i»eMa BOAbi OMMineHHoi^ n nepeMeiuMBajOT. riocne pacTBopeHm 
eeuiecTB Bce pacTBopbf cnneaior, AoeaaruiioT bgabi owMiqeHHOfl ro ^bj^hhoto oGhetAB m nepeMeuiMBaiOT. 

nojiyMeHHiiie o6beMbi paannaawT a cyxwe crepunhKbie (t>naKOHbi, yKynopMeaiOT crepujibKhiMn npoSiOMii h 
CTepMUMayiOT HacbiuieHHfaiM BQA^HbiM napoM noA AdoJieHVieM npw i20°C BTCseHwe 8 mvih. XpaHsrr 
npenapar npvi TeMneparrype He Bbiiue 25°C a sauiMuteHHOM or caeia wecrre. CpoK toahoctm 12 msc, 

OOPIUiyilA VaOBPBTEHVm 

JleKapCTBeHHbrti npenapar ajih anecresm ma3» C0Aep>KamMli mmm w pacTBopwrenb, oT/iMMawmMflcfl leiui 
MHO. c ueiibio nOBbfLueHHfl MearHoaHdcre3Mpyiou4efl aicrMBHOCTit, cHvmceHMn noGoHHOro ^efiorsm m 
yeenwHeHMfl cpoKOB rqAHOcrw 33 ch&t noabiLiieHMH craSnjibHocni, b KaqecTBe AeOcrByiouiero eeuiecraa oh 
cQAepjwTT ji -<|)opMy AMKawHa npn cneAyiOU|eM oooTHOujeHHM KownoHeHTOB. Mac. b sfcopMa AdKaMHa Qfi5 
0,5; pacTBopureiib 99,5 99,95. 
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MSBEIUEHMH OE M3MEHEHMM HPABOBOrO CTATyCA 



KOA M3MeHeHiin npaeoBoro craryca 



H0M8P 6x}JVieTeHfl 

Aara ny6jiiifKai4iiH GionneteHfl 

(73) VtMf\ nffreHTooenaAarrexw 



PA4A - TIpeKpaiMeHHO A^flCTBHH asropcKoro CBHAeTenbOTea 
CCCP Ha fi3o6pCTeHHe Ha ToppMropMH PocchnckoH 
OwepauHH M BUAana nareHra PocchAckqA <t>eAe|iaKHH Hd 
ii3o6peTeHMe Ha ocraBuiiiiieH cpoK 

15/1997 
1997.05.27 
nEOH WOB H.E. 



AoxyMdHT 

KoA mtAwenm npaaoBoro craiyca 
DoflCHeHwe 

Aara nyGnm^LiMM 6iojiJieTeHfl 
HoMep 6K)juieTieH» 

flara npeicpauieHMn aef^OTBm narerira 



B^oeMaTePJ2E 
MM4A 

AocpoHHoe npoKpaweHMe AaMGTBHn nareHToa PO uj-aa 

HoynnaTbi b ycraHOBneHHbiH cpoK nouinMH aa n(wxap)icaHMe 

nareKTa u cMne 

2005.01,10 

20D501 

2004.08.01 
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